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400–600 million in direct medical costs and up to $2 billion from treatment-induced 
reduction in infant mortality. CONCLUSIONS: Feeding extremely preterm infants 
with an exclusively human-milk based diet (fortiﬁed with Prolacta HMFTM) is highly 
cost-effective in the prevention of NEC as compared to feeding human-milk fortiﬁed 
with bovine-milk based supplements.
INDIVIDUAL’S HEALTH – Patient-Reported Outcomes Studies
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OBJECTIVES: The values assigned to EQ-5D health states may be inconsistent with 
their logical severity. A logical inconsistency occurs when a health state is logically 
more severe than another but receives a lower value. The objective of this research 
was to determine whether logical inconsistencies are related to differences in the sever-
ity of paired health states. METHODS: One hundred twenty-six Dutch university 
students used visual analog scales to value the 243 EQ-5D health states. Logical 
inconsistency rates were estimated for 55 pairs of health states over 1,000 randomly 
generated vectors of 11 states. Multiple logistic regression was used to model the 
logical inconsistency of paired health state values as a function of between-state dif-
ferences in the severity of speciﬁc dimensions. RESULTS: Over the 1,000 health state 
vectors, mean inconsistency rates for paired low-, moderate-, and high-severity states 
were 0.011, 0.220, and 0.045, respectively. Average inconsistency rates for paired 
moderate-severity states differed from the average rates for paired low-severity states 
(p < 0.001) and high-severity states (p < 0.001). For each EQ-5D dimension, the 
probability of logical inconsistency was positively related to the similarity of the paired 
states with respect to health problems. The probability of logical inconsistency was 
higher when both states had moderate or extreme problems in a given dimension than 
no problems. CONCLUSIONS: The probability of logically inconsistent valuations 
increases with the similarity of the paired states and is higher when both states are 
moderately severe than otherwise. These ﬁndings have implications for the selection 
of health states in population-based valuation studies.
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OBJECTIVES: To develop and validate a novel assessment tool for the assessment of 
perceived care quality of women’s experiences of maternity care. The current study 
reports the psychometric properties of the developed Perceptions of Care Adjective 
Check List–Revised (PCACL-R). METHODS: Data were collected from a UK national 
survey of women’s experiences of maternity care (n = 2960). Conﬁrmatory factor 
analysis, convergent validity analysis, convergent validity analysis, predictive validity 
and internal consistency approaches were used to evaluate the psychometric properties 
of the tool. RESULTS: Conﬁrmatory factor analysis demonstrated a excellent ﬁt to a 
bi-dimensional structure entirely consistent with the negative and positive valencing 
of adjectives in the measure, consistent with the use of the tool as a two (negative/
positive) sub-scale tool. The PCACL-R revealed good convergent validity and excellent 
divergent validity characteristics. Discriminant validity was assessed against measures 
of maternal deprivation, partner status and type of delivery and revealed good dis-
criminant validity of the PCACL-R. Internal consistency characteristics of the two 
PCACL-R sub-scales were acceptable. The predictive validity of the PCACL-R was 
also excellent. CONCLUSIONS: The PCACL-R is recommended as a valid, reliable, 
respondent acceptable and easy to administer instrument to assess women’s experi-
ences of their maternity care.
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OBJECTIVES: Generic, preference-based Health-related Quality of Life (HRQoL) 
instruments are increasingly used in decision-making process of clinicians and policy-
makers. However, no such HRQoL instrument has been validated or used in Chronic 
Prostatitis (CP), in which a goal of patient management is to improve the HRQoL. 
We therefore aimed to assess and compare the psychometric properties of EuroQol 
(EQ-5D) and Short Form 6D (SF-6D) among CP patients in China. METHODS: 
Consenting CP patients were interviewed using EQ-5D and SF-6D. Convergent and 
discriminative construct validities were examined with ﬁve and two a priori hypotheses 
respectively. Sensitivity was compared using receiver operating characteristic (ROC) 
curves and relative efﬁciency (RE) statistics. Agreement between instruments was 
assessed with intra-class correlation coefﬁcients (ICCs) and Bland-Altman plot, while 
factors affecting utility difference were explored with multiple liner regression models. 
RESULTS: In 268 CP patients (median age 32 years) who completed the interview, 
mean ± SD EQ-5D and SF-6D utility scores were comparable at 0.74 ± 0.13 and 0.75 
± 0.09 respectively. Five of the seven hypotheses for construct validity were fulﬁlled 
in both instruments. The areas under ROC all exceeded 0.5 (P < 0.001), suggesting 
that the instruments are sensitive to detect clinically relevant differences in CP patients, 
with SF-6D having 9.7–19.9% higher efﬁciency at detecting difference in CP symptom 
severity. Despite no signiﬁcant difference in paired comparisons of utility scores 
between the 2 instruments, lack of agreement was observed with low ICC (0.218–
0.630) and Bland-Altman plot analysis. CP symptom severity signiﬁcantly (P < 0.05) 
inﬂuenced differences in utility scores between EQ-5D and SF-6D. CONCLUSIONS: 
EQ-5D and SF-6D are demonstrated to be valid and sensitive HRQoL measures in 
Chinese CP patients, with SF-6D showing better HRQoL dimension coverage, greater 
sensitivity and lower ceiling effect. Further research is needed to determine other 
psychometric properties, such as longitudinal response and reliability.
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OBJECTIVES: To demonstrate the construct validity of the Benign Prostatic Hyper-
plasia Impact Index (BII) in the assessment of men with Benign Prostatic Hyperplasia 
(BPH). METHODS: Data from two Tadalaﬁl multi-center, double-blind, placebo-
controlled Phase II clinical trials of men 45 years of age or older with moderate to 
severe BPH and evidence of bladder obstruction (N = 281; N = 1053) were included 
in this analysis. Measures included BII, International Prostate Symptom Score (IPPS), 
IPSS Quality of Life Index (IPSS QOL), Lower Urinary Tract Symptoms Global Assess-
ment Question (LUTS-GAQ), uroﬂowmetry measure peak ﬂow rate (Qmax) and 
postvoid residual volume (PVR). Data from each study were analyzed separately. 
Pearson correlation coefﬁcients were computed between the BII scores across visits 
and the other measures. T-tests and general linear modeling compared BII scores of 
subjects with global ratings of improvement versus no improvement, and between 
subjects taking Tadalaﬁl versus placebo. RESULTS: There were strong correlations of 
BII with subjective measures (IPSS, IPSS QOL, LUTS-GAQ) and low correlations of 
BII with objective measures (Qmax, PVR) were observed in this analysis. There were 
also statistically signiﬁcant differences in BII at the End-of-Study Visit between subjects 
who improved versus subjects with no improvement (Studies 1 and 2, p < .0001) and 
between subjects taking Tadalaﬁl versus subjects taking placebo (Study 1, p = 0.0088; 
Study 2, p = 0.0092). CONCLUSIONS: Results demonstrate that BII is reliable and 
has construct validity. BII is well correlated with subjective measures and less corre-
lated with objective measures, which is conﬁrmatory of literature ﬁndings. It is a 
valuable measure of the impact of BPH symptoms on health and functioning that can 
be useful in determining treatment options and outcomes for men with BPH.
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OBJECTIVES: Ankle and foot problems are a common reason for children to present 
in clinic. The Oxford Ankle Foot Questionnaire for Children was designed to supple-
ment clinical assessment methods to evaluate the effectiveness of interventions. 
METHODS: The development of the questionnaire was conducted in three phases. 
First the items were devised through focus groups with children affected by foot and 
ankle problems, and their parents. Second, test versions of child and parent (caregiver) 
questionnaires were evaluated to enable scales to be developed; three scales were 
identiﬁed and shown to be valid and reliable: Physical (6 items), Emotional (4 items), 
and School & Play (4 items). Finally, a prospective study was conducted with trauma 
and elective patients to assess how the scale scores change over time and/or with 
treatment. RESULTS: In our prospective study for the assessment of trauma patients, 
mean changes in percentage scores were as expected large and all effect sizes were 
large (>0.8). For elective patients, the mean improvement in scores and effect sizes 
were moderate. The Minimal Detectable Change (MDC90) ranged from 6 to 8 on the 
percent scores. The Minimal Important Difference (MID) for elective patients ranged 
from 7 to 17%. Half the standard deviation of baseline domain scores (often equated 
to MID) ranged from 11 to 18 on the percent scale. CONCLUSIONS: The results 
from the study demonstrated the longitudinal validity and responsiveness of the 
domain scales. The Questionnaire uniquely offers an expedient and budget conscious 
means to evaluate the effectiveness of the treatment of children’s foot or ankle prob-
lems from both the child and parent/caregivers perspective. The questionnaire has 
broad utility both in routine clinical settings, or applied research to evaluate treatment 
programmes and interventions used in paediatric orthopaedics, trauma and 
rheumatology.
